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Division of New Drug Quality Assessment II 
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Subject: Tertiary review of ONDQA recommendation for NDA 202-022, Rilpivirine 25 mg 
tablet. 
 
I have assessed the ONDQA reviews of NDA 202-022 by Maotang Zhou, Ph.D. and Celia Cruz, 
Ph.D., and by Tien-Mien Chen, Ph.D.  The ONDQA CMC review for this product was finalized 
on March 28, 2011 and the ONDQA Biopharmaceutics review was completed on March 03, 2001 
with an addendum on March 28, 2011. ONDQA recommends Approval of this NDA, pending 
submission of the agreed upon revision to the final labeling. 
 
The March 03, 2001 ONDQA Biopharm review states that the dissolution method was acceptable, 
but that the dissolution acceptance criteria requires revision.  Tibotec submitted the revised 
dissolution acceptance criteria on March 28 and the ONDQA Biopharm review was amended on 
March 28, 2011 stating that both the dissolution method and acceptance criteria are acceptable.   
 
The drug substance portion of the NDA was referenced to DMF 23824 (Rilpivirine 
Hydrochloride) by Janssen Pharmaceutica.  This DMF was determined to be Adequate to support 
this NDA on March 28, 2011. 
 
Rilpivirine 25 mg tablet is an immediate release white, round biconvex, film-coated tablet 
containing 27.5 mg of rilpivirine hydrochloride (equivalent to 25.0 mg of rilpivirine).  The table is 
film coated for elegance purposes only and is debossed with “25” on one side and “TMC” on the 
other side.  The storage requirements for rilpivirine tablets is “Store at 25ºC (77ºF); with 
excursions permitted to 15º-30ºC (59º-86ºF). Store in original bottle in order to protect from 
light”.  The recommendation to store in original bottle in order to protect from light is also 
included in the patient information and label text. A 30 month expiry period is recommended 
based on the submitted stability data and evidence that the potential genotoxic impurity, , 
is adequately controlled in the drug substance synthesis process.  A Quality Control Strategy has 
been developed and is outlined in the Executive Summary of the CMC review.   
 
All manufacturing and testing facilities have acceptable site recommendations as of April 1, 2011, 
based on the Overall Recommendation made on January 25, 2011. 
 
No post marketing commitments are proposed by ONDQA. 
 
I concur with the “Approval” recommendation from an ONDQA perspective and the absence of 
ONDQA related post marketing commitments. 
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03/28/2011
I concur - this NDA is recommended for approval from the CMC perspective, pending submission
of final agreed-upon labeling
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CHEMICAL MANUFACTURING CONTROLS 
 FILING CHECKLIST FOR NDA/BLA or Supplement 

 

 

7. 

Are drug substances 
manufacturing sites identified 
on FDA Form 356h or 
associated continuation sheet?  
For each site, does the 
application list: 

• Name of facility, 
• Full address of facility 

including street, city, state, 
country  

• FEI number for facility (if 
previously registered with 
FDA) 

• Full name and title, telephone, 
fax number and email for on-
site contact person.  

• Is the manufacturing 
responsibility and function 
identified for each facility?, 
and 

• DMF number (if applicable) 

  Updated info submitted via amendment dated 
25-Aug-2010 

8. 

Are drug product 
manufacturing sites are 
identified on FDA Form 356h 
or associated continuation 
sheet.  For each site, does the 
application list: 

• Name of facility, 
• Full address of facility 

including street, city, state, 
country  

• FEI number for facility (if 
previously registered with 
FDA) 

• Full name and title, telephone, 
fax number and email for on-
site contact person. 

• Is the manufacturing 
responsibility and function 
identified for each facility?, 
and 

• DMF number (if applicable) 

  Updated info submitted via amendment dated 
25-Aug-2010 
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NDA-202022 ORIG-1 TIBOTEC INC TMC278
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